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Office Action Summary 


Application No. 

09/431,594 


Applicant(s) 

WHEELER ET AL. 


Examiner 

Thomas G. Larson, Ph.D. 


Art Unit 

1635 





Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. ™iH<>r^H tirr,oiu 

- if the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

. If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the nia ing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. & i JdJ. 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I) n Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)IEI This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under £x parte Quayle, 1935 CD. 11, 453 0,G. 213. 

Disposition of Claims 

4) M Claim(s) 42-75 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) [E1 Claim(s) 42-75 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or bjD objected to by the Examiner. 

Applicantmay not request that any objection to the drawlng(s) be held in abeyance. See 37 CFR 1.85(a). 

II) 0 The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

1 3) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (Q. 

a)nAII b)n Some*c)D None of: 

1 Certified copies of the priority documents have been received. 
2.n Certified copies of the priority documents have been received in Application No. 



3.n Copies of the certified copies of the priority docunaents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachment(s) / 



1) H Notice of References Cited (PTO-892) y 

2) S Notice of Draftsperson's Patent Drawing Review (PTO-948) ^ 

3) 13 Information Disclosure Statement(s) (PTO-1449) Paper No(s) 3 ** 



4) □ Interview Summary (PTO-41 3) Paper No(s). 

5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 
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Part of Paper No. 4 
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Art Unit: 1635 

1. The continuing data section (P^ paragraph) of the specification should be 
updated to include the patents issued from the parent applications. 

2. Documents WO 95/18863 and WO 96/02655 (respectively designated AI and 
AL on the PTO-1449 submitted with the information disclosure statement filed 
6/12/00) have been considered only to the extent possible without an EngHsh 
translation. 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 
that form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in 
the United States before the invention thereof by the applicant for patent, or on an international 
application by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 
371(c) of this title before the invention thereof by the applicant for patent. 



4. Claims 42-75 are rejected under 35 U.S.C. 102(e) as being anticipated by Choi 
et al. (USPN 5,820,873). 

The claims are drawn to nucleic acid-hpid particles or pharmaceutical 
compositions comprising nucleic acid-lipid particles wherein the particles comprise: 
a nucleic acid selected from a group comprising a plasmid, a ribozyme, or an 
antisense oUgonucleotide; a cationic hpid selected from a group that includes 
DODAC; a non-cationic Hpid selected from a group that includes DOPE, and a PEG- 
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conjugated Hpid that includes PEG-ceramide or PEG-phosphatidylethanolamine. 
wherein the conjugated lipid inhibits aggregation of the particles. 

Choi et al. teach Hposomes for the dehvery of bioactive agents comprising 
DODAC, DOPE and PEG-ceramide (col. 2, In. 66. to col. 3. In. 15; col. 24, hi. 15, to 
col. 26, hi. 25; claim 24) and DODAC, DOPE, and PEG-DSPE (as per col. 3, Ins. 50- 
51, DSPE = distearolyphosphatidylethanolamine) (col. 24, In. 15, to col. 26, In. 25). 
Choi et al. disclose Hposomes having PEG-ceramide where the ceramide has 8, 14, 
and 20 carbons (Table II, for example). Choi et al. teach that the PEG-conjugated 
Hpids inhibit aggregation of the liposomes (col. 24, his. 26-32) and that the size of 
the Hposomes ranges from 89-103 nm (col. 24, Ins. 46-47). Choi et al. further 
disclose preparing the Hposomes with 5% PEG-ceramide or 5% PEG-DSPE (col. 24, 
lnsl8-19), and with 10% PEG-ceramide (col. 26, his. 2-3). Choi et al. specificaUy 
teach that the bioactive agent portion of the Hposome may be nucleic acids including 
oHgonucleotides intended to ... block production of some protein within the ceU" (col. 
17, In. 66, to col. 18, In. 24; also claims 16 and 17). The genus of oHgonucleotides 
capable of blocking expression of a protein is so small (antisense oHgonucleotide, 
antigene oHgonucleotides. and ribozymes) that the artisan of ordinary skiU would at 
once envisage the claimed species. Therefore, disclosure the genus of 
oHgonucleotides capable of blocking expression of a protein anticipates the ribozyme 
and antisense species (see MPEP 2131.02). With respect to the functions of being 
nuclease resistant and non-toxic, since the structural Hmitations of the claimed 
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compounds are met by the prior art compounds, the prior art compounds are 
presumed to have the same functional properties (see MPEP 2112.02). 



12: 



The foUowing is a quotation of the second paragraph of 35 U.S.C. 1 



6. Claim 64 is rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter 

which appUcant regards as the invention. 

Claim 64 is indefinite for reciting the limitation "...said cationic lipid 

comprises from 0% to about 20% of the lipid Base claim 42, from which claim 
64 depends, clearly recites the Umitation that the particle of the invention 
"...comprises a cationic lipid...." Therefore, it cannot comprise 0% of the hpid and 
Still meet this limitation. 
7. No claim is allowed. 
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t f...^ ""f^f *° application may be submitted to Art Unit 1635 

?703) 30^^^^^ ' T'^'^ """'^^^^ (^03) 308-4242 and 

!n 1 °^ '"'^ P^P""" "'"^^^ with the notices pubUshed 

in the Official Gazette. 1156 OG 61 (November 16, 1993) and 1157 OG 94 

uT^ fl^n 'I ""^f'-'^'^^- ^PP^--* -bmit a paper 

by FAX, the original copy should be retained by the appUcant or appHcanfs 

representative. NO DUPLICATE COPIES SHOULD BE SUBM™ so as to 
avoid the processing of duplicate papers in the Office. ^ ^ ^ ^J^. so as to 

Unofficial papers such as draft responses and proposed amendments may be 
transmitted directly to the examiner's computer at (703) 746-7019 If an officTd 
bXe d^ng'so '"^^ " recommended that the examiner be notified 

be dirf^J^fXi^^ concerning this communication or earUer communications should 
be directed to Thom Larson, whose telephone number is (703) 308-7309 The 

P^^F^T T'^f^'^ r.^' ^^id^y 9:00 AM to 5:30 

mEST If attempts to reach the examiner by telephone are unsuccessful, the 
examiner s supervisor, John LeGuyader, can be reached at (703) 308-0447. 

1, i^t^^i''^''^^ ^^''^''^ "'^^''^^ ^^lating to the status of this apphcation 
should be directed to the Group Receptionist, whose telephone number fs (703) 308- 



Thomas G. Larson, Ph.D. 
Examiner 




' JOHN L LeGUYADER 

SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 1600 
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Attachment for PTO-948 (Rev. 03/01, or earlier) 

6/18/01 

The below text replaces the pre-printed text under the heading, 
"Information on How to Effect Drawing Changes," on the back 
of the PTO-948 (Rev. 03/01, or earlier) form. 

INFORMATION ON HOW TO EFFECT DRAWING CHANGES 
1. Correction of Informalities - 37 CFR 1.85 

New corrected drawings must be filed with the changes incorporated therein 
Identifying indicia, if provided, should include the title of the invention, 
inventor's name, and application number, or docket number (if any) if an 
application number has not been assigned to the application If this information is 
provided. It must be placed on the front of each sheet and centered within the top 
margin. If corrected drawings are required in a Notice of Allowability (PTOL- ' 
37). the new drawings .MUST be filed within the THREE .MONTH shonened 
statutory period set for reply in the Notice of .Allowability Extensions of time 
may NOT be obtained under the provisions of 37 CFR 1 . 1 36(a) or (b) for filinsj 
the corrected drawings after the mailing ofa Notice of Allowability The 
drawings should be filed as a separate paper with a transmittal letter addressed to 
the OflTicial Draftsperson. 

2. Corrections other than Informalities Noted by Draftsperson on form PTO- 
948, 

All changes to the drawings, other than informalities noted b\ the Dratisperson 
•MUST be made in the same manner as above except that, normallv. a hi.'hiiohted 
(preterably red ink) sketch of the changes to be incorporated into the ne\C " 
drawings .MUST be approved by the examiner before the apciicanbn will be 
allowed No changes will be permitted to be made, other nun correction of 
informalities, unless the examiner has approved the proposed chaniies 

Timing of Corrections 

Applicant is required to submit the drawing corrections withm the 
time period set in the attac hed Office communication See 3^ CFR 
1.85(a) 

Failure to take corrective action uithin the set period uil| result m 
ABA.NDO.NME.NT of the application 
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